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	Personal Data:

	Birthday:

Marital Status:

Nationality:

Sex:

Visa Status:

Driving License:
	21 March 1990

Single

Egyption
Female

Residence Visa

Avaliable


	Education:

	Ajman University for Sciences & Technology (2007 - 2011).   

B.O.P. (Bachelor of Pharmacy and Health Sciences).

Merit: Very Good   -   GPA: 2.75 


	Employment History:

	Working as Labelling specialist since April 2015 – present, Pfizer Counsumer Healthcare, Pfizer Gulf FZ LLC, Dubai, U.A.E.

Job Descripsion:

· Preparation of new labels and artworks for Pfizer products within agreed timeline.

· Updating current labels to match reference markets documents within agreed timeline.

· Identifying labeling issues as: errors, inconsistencies, conflicts, etc., between package leaflet text statements and reference documents. Acting decisively to solve such issues.

· To identify each project scope as - but not limited to - which SKUs / markets are affected , number of artworks to be developed , need to generate bar codes , starting artworks to be used , timeline agreement & tender requirements.

· To investigate if any other changes needed to same product to be included in the requested project. Changes include- but not limited to - updates vs. reference market artworks, BOHs received comments.

· Follow up with new SKU requester on status of Source Request / Product Request Form system approval.

· Responsible for artwork text translation either internally or to coordinate via 3rd party vendor. 

· Generating medical approval on translated text to be used in artwork development.

· To generate and route for approval the Artwork & Labeling change request form and get all stakeholders approval before process artwork changes.
· Facilitate the approval of write – off costs by Logistic & Regulatory team of the market – if needed.

· Follow up with the plant to get Pfizer Artwork Request Approved on the system.

· To review the entire received artwork including the requested changes.

· Preparation of artwork comparison table to be sent with approval form for Pfizer internal approval.

· Preparation and routing of approval form to internal stakeholders.
· In case of Nutrition artworks, to prepare English translation of non-English text to be submitted with final approved artwork to the head quarter. 
· In case of Nutrition artworks, to address all head quarter comments , amend changes as agreed and repeat approval process to reach agreement of final approved artwork version between both market and head quarter.

· To confirm implementation criteria with Regulatory team and communicate this to all stakeholder including - but not limited to – plant, medical, logistics and marketing – if needed.

· Responsible to follow up with Regulatory to get all markets approvals in case of shared packs to ensure one implementation as per related region/ markets.

· Whenever artwork is requested to be implemented at risk, to generate at risk approval form and route for approval and ensure that the form is filled correctly, approved and communicated to all stakeholders. 
· To inform all stakeholders whenever BOH approval is received.

· Prepares Quality labeling documentation and facilitate submission within planned affiliate timelines as directed by Regulatory team.
· Ensure submitted product labels fully meet the local / regional and corporate compliance guidelines.
· Understand the local / regional regulatory guidelines and requirements for specified product line(s).
· Ensure that all marketed products in region are in compliance and meet local / regional and corporate regulatory requirements.

· Ensure local / regional label development will meet local / regional and corporate compliance guidelines and regional artwork development SOP. 

· Provide current / updated labels & artworks to internal stakeholders whenever needed.

· Provide reference market artworks – whenever requested.

· Update labeling archives either soft or hard copies.

· Track reference markets documents & artworks and inform Regulatory team.

Working as Medical writing Officer since January 2012 – March 2015, Medical Affairs department, Gulf Pharmaceutical Industries (Julphar), RAK, U.A.E.

Job Descripsion:

1. For new products, preparing the text of the packaging materials by using up-to-date scientific references.

2. For existing products, handling any claim arising from health authorities of different markets, implementing the regulations of FDA and health authorities, continuous reviewing and updating the packaging materials text and continuous revision and analyzing of originators’ packaging materials.

3. Doing proof reading of the text of packaging materials and giving final approval.

4. Helping in preparing and giving final approval on the scientific and medical text of promotional materials. 

5. Preparing summary of product characteristics (SPC), pharmacology and toxicology profiles and providing supportive literatures and publications.

6. Listing Julphar’s products in different medical indices.

7. Updating Julphar’s products in Julphar’s product list and website.
8. Preparation of the Registration Dossiers as per the current guidelines of the different Health Authorities and ensuring that the product submitted are complete, properly formatted & comply with the latest regulations and is performed in accordance with the standard operating procedures in order to get the approval for the product registration in the shortest possible time.

9. Responsible to full fill all the additional requirements for my countries.

10. Preparation of the Registration Dossiers (CTD format) for my responsible products.

11. Preparation of the Re-registration of the products to the different Health Authorities as well as the Notification of the Minor Changes regarding the Change in the Formula ( Excipients ), Additional Pack Sizes, Change in the Packaging Materials ( Leaflet, Inner & Outer packs ), the Dosage Form, Increase of Shelf Life & Storage Condition for my responsible products.

12. Review the documents related to all the products submitted as well as to follow up the registration status of the products from the different Health Authorities.

13. Coordination with the Regulatory Agents in the different countries and other concerned departments in order to fulfill the registration requirements.

14. Understanding and updating the latest product registration guideline and other regulatory aspects with the coordination of the Country Managers & the Agents.

15. Maintain the records and report preparation related to product registration.

16. Collaborate with the PDL, QA, QC, Medical Affairs, Tender, Purchase, Marketing and Accounts Departments in order to gather the relevant information required for the product submission to the different Health Authorities.

17. Establish and maintain effective working relationship with my colleagues and other employees. 

18. Ensuring that the Master Packaging Instruction (MPI) for the product required by the PDL Dept. is properly checked before the RA Manager signed.

19. Perform other related duties / additional task as required by the management.

20. Follow the instruction of the R.A. Manager.

21. Perform other related duties/additional tasks as required by management.


	Trainings Attended:

	· Technology Training in Julphar Training Center (JTC).

· Community Pharmacy Training.

· Clinical Pharmacy Training. 

· Hospital pharmacy Training.

· “Winner Presentation Management” training course in Julphar Training Center (JTC).

· “Effective Communication Skills and Personality Styles” training course in Julphar Training Center (JTC).

· “Preparation and Publication of a Product Dossier in Nees /eCTD Format” in Julphar Training Center (JTC).
· "Pfizer Consumer Healthcare (PCH) Worldwide Labeling Process" in Pfizer Power 2 Learn System.
· "Above Country Labeling Process" in Pfizer Power 2 Learn System.

· "Straight Talk Learning Series" in Pfizer Power 2 Learn System 


	Skills:

	Language:

	· Arabic (mother language)

· English (second language)


	Computer:
	· Excellent in Microsoft office and computer software (ICDL 2007).
· Excellent in Adobe Acrobat. 
· Fast speed typing in Arabic and English.
· Excellent in using design programs: Adobe Photoshop and Adobe illustrator.

	Others:
	· Details oriented with Quality aspiration

· Organization and Planning skills 

· Decision making capabilities. 

· Ability to handle multiple Projects and interact with a variety of business components

· Leadership skills 

· Good oral and written communication skills

· Tolerance for stress, self motivation.

· Time management

· Analytical skills, accuracy and reliability

· Initiative, networking

· Teamwork/Collaboration

· Appreciation of cultural diversity.
​​


DOCUMENTS AND REFERENCE LETTERS ARE AVAILABLE ON REQUEST
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Noora 





Labelling specialist





Dubai, U.A.E.





E-mail: noora.361535@2freemail.com
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